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The Seal or Varnish study is a pragmatic randomised 
trial to evaluate the relative cost and effectiveness of pit 
and fissure sealants and fluoride varnish in preventing 
dental caries in high-risk children in South Wales. In 
partnership with the Cardiff & Vale UHB Community 
Dental Service (CDS), the trial utilises the infrastructure 
of an existing school-based dental programme to con- 
duct clinical assessments/intervention delivery via 
mobile dental units. 

While this research naive setting is novel for a 
CTIMP, in accordance with the 2012 MRC/DH/MHRA 
joint guidance for risk-adapted approaches to the man- 
agement of CTIMPs, the low risk nature of the interven- 
tions have allowed justification of several risk-based 
adaptations to the management and conduct of the trial. 
In addition, through the use of consultation exercises 
with a representative parents group, adaptations to the 
standard NRES templates for participant information 
sheets/consent forms have also been developed in an 
attempt to maximise uptake onto the trial. 

Employment of the risk-adapted approach has mini- 
mised additional administrative burden placed on the 
CDS in implementing the trial compared with the exist- 
ing dental programme. The adaptations made to the con- 
sent process and participant materials have received 
positive feedback, however consent rates for the trial 
were found to be lower than previous years' response 
rates to the dental programme in the majority of schools. 

This trial represents one of the first experiences of 
employing a risk-adapted approach to management of 
CTIMPs, highlighting several areas for consideration 
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when designing and implementing trials involving low- 
risk interventions in novel environments. 


Published: 29 November 2013 


doi:l 0.1 1 86/1 745-621 5-14-S1 -PI 8 

Cite this article as: Hutciiings et al: Seal or varnish? Overcoming the 
challenges of conducting a CTIMP in a research naive, primary-school 
based environment through a risk-adapted approach. Trials 2013 

14(Suppl 1):P18. 


Submit your next manuscript to BioMed Central 
and take full advantage of: 

• Convenient online submission 

• Thorough peer review 

• No space constraints or color figure charges 

• Immediate publication on acceptance 

• Inclusion In PubMed, CAS, Scopus and Google Scholar 

• Research which Is freely available for redistribution 


Submit your manuscript at 
www.biomedcentral.com/submit 


Ob* 


BioMed Central 


o 


Bion/led Central 


© 2013 Hutchings et al; licensee BioMed Central Ltd. This is an Open Access article distributed under the terms of the Creative 
Commons Attribution License {http://creativecommons.0rg/licenses/by/2.O), which permits unrestricted use, distribution, and 
reproduction in any medium, provided the original work is properly cited. 


